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Section 1: Introduction

1.0 Purpose

The Institutional Biosafety Committee Policies and Procedures Manual
Use of Recombinant DNA and Biohazardous Agents, Materials
and Toxins

1.1 Mission Statement

NIH Guidelines for Research Involving Recombinant DNA Molecules NIH Guidelines
Biosafety in Microbiological and Biomedical Laboratories (BMBL) 5th ed.

1.2 Authority of the IBC

and


http://www4.od.nih.gov/oba/rac/guidelines/guidelines.html

Guidelines BMBL

NIH Guidelines

1.3 Committee Composition

either

or

ex officio

NIH

all

NIH Guidelines

NIH Guidelines





http://www4.od.nih.gov/oba/

1.6 Regulations and Guidelines

NIH Guidelines
NIH Guidelines

NIH Guidelines

BMBL


http://oba.od.nih.gov/oba/rac/guidelines_02/NIH_Guidelines_Apr_02.htm
http://www.cdc.gov/biosafety/publications/bmbl5/index.htm
http://www.selectagents.gov/



http://www.aphis.usda.gov/biotechnology/index.shtml
http://www.aphis.usda.gov/plant_health/permits/index.shtml

2.0 Institutional Official (I0) and the University Responsibilities








http://www.cdc.gov/biosafety/publications/bmbl5/BMBL.pdf

2.5 Office of Biotechnology Activities (OBA) Responsibilities

e.g.



Section 3: Protocol/Modification Submission and Review

3.0 Submissions

IBC’s


http://oba.od.nih.gov/oba/ibc/FAQs/FAQs_about_Experiments_that_are_Exempt_from_the_NIH_Guidelines.pdf
http://oba.od.nih.gov/oba/ibc/FAQs/FAQs_about_Experiments_that_are_Exempt_from_the_NIH_Guidelines.pdf

3.1 Experiments Requiring IBC Review

NIH Guidelines



3.2 New Submissions



3.4 Failure to Submit Renewal/Respond to IBC Requirements

3.5 Modification Process

e.g.

3.6 Protocol Termination

3.7 Relationships to IACUC and IRB

Section 4: IBC Meeting Process

4.0 Requirements for Quorum

for the meeting to be held. The IBC defines a “quorum” as half the regular



4.1 Protocol Review

4.2 Procedures

Chair’s reminder to members of conflict of interest
’S

NIH Guidelines

NIH Guidelines






4.4 Conflict of Interest

NIH Guidelines





http://oba.od.nigh.gov/oba/IBC/IBC_Minute_Q_A.pdf
http://oba.od.nih.gov/oba/ibc/IBC_Minutes_Guidance_Feb_23_2007.pdf

4.8 Meeting Frequency

protocols requiring “just in time” consideration.

4.9 Attendance of Non-Members

Section 5: Reporting Requirements

5.0 Reportable Incidents and Violations

5.1 The Principal Investigator Reporting

5.1.1 Principal Investigator Internal Reporting

NIH Guidelines









5.5 Response to External Requests for Information

and private information is allowed but “must be done so judiciously and consistently for all
requested documents.”

Section 6: Non-Compliance

6.0 Allegations

6.1 Investigation and Review Process

6.2 IBC Determination

known, of the committee’s findings.






http://www.citiprogram.org/

exempt. Itis the Principal Investigator’s responsibility to

Section 8: Occupational Health Services Program - Laboratory Animals and Biomedical
Services (OHPLABS)

8.0 Overview

8.1 Enrollment Requirement

8.2 Services Provided

» Medical Evaluation

» \accinations

= Serum Banking

 Respirator Fit Testing

» Case Management

» Consultation for medical issues



